§¥5,  WEST VIRGINIA SECRETARY OF STATE SFILED
1 3/21/2020 2:46:44 PM

ADMINISTRATIVE LAW DIVISION Secretary Of State
NOTICE OF AN EMERGENCY RULE
AGENCY: Pharmacy TITLE-SERIES: 15-01
RULETYPE:  Legislative Amendment to Existing Rule:  Yes

RULE NAME:  Licensure and Practice of Pharmacy
CITE STATUTORY AUTHORITY FOR PROMULGATING EMERGENCY RULE:

30-5-7, 30-5-14, and 29A-3-15.

IF THE EMERGENCY RULE WAS PROMULGATED TO COMPLY WITH A TIME LIMIT ESTABLISHED BY CODE OR
FEDERAL STATUTE OR REGULATION, CITE THE CODE PROVISION, FEDERAL STATUTE OR REGULATION AND TiME

LIMIT ESTABLISHED THEREIN:

PRIMARY CONTACT:
NAME: Ryan Hatfield
ADDRESS: 2310 Kanawha Bivd E

2310 Kanawha Bivd E

EMAIL: ryan.l.hatfield@wv.gov

PHONE NUMBER: 304-208-3145

THE ABOVE RULE IS BEING FILED AS AN EMERGENCY RULE TO BECOME EFFECTIVE AFTER APPROVAL BY THE
SECRETARY OF STATE OR THE 42ND DAY AFTER FILING, WHICHEVER OCCURS FIRST. THE FACTS AND

CIRCUMSTANCES CONSTITUTING THE EMERGENCY ARE AS FOLLOWS:



The State of West Virginia is currently under a declared State of Emergency for the Covid-19 pandemic. The
drugs chloroquine and hydroxychloroquine are thought to potentially be helptul in the treatment of Covid-19.
These two drugs are aiso used in the treatment of other conditions unrelated to Covid-19.

Currently, both nationally and in Wesl Virginia, some prescribers have pegun writing prescriptions for these
drugs for family, friends, and coworkers in anticipation of Covid-19 related iliness. This is leading to a shortage of
the drug both for patients prescribed the drug for issues unrelated 1o Covid-19 and potentially to individuals
suffering from the effects of Covid-18.

In response {0 this issue, the West Virginia Board of Pharmacy is proposing an emergency rule pursuant to its
generail rulemaking authority found in West Virginia Code § 30-5-7, along with West Virginia Code §§ 29A-3-15

and 30-5-14. This rule seeks {0 ensure that these drugs are only dispensed to individuals currently in need of
these drugs.

DOES THIS EMERGENCY RULE REPEAL A CURRENT RULE? No

HAS THE SAME OR SIMILAR EMERGENCY RULE PREVIOUSLY BEEN FILED AND OR EXPIRED? No

SUMMARIZE IN A CLEAR AND CONCISE MANNER THE OVERALL ECONOMIC IMPACT OF THE PROPOSED
LEGISLATIVE RULE:

A. ECONOMIC IMPACT ON REVENUES OF STATE GOVERNMENT:

None

B. ECONOMICINPACT ON SPECIAL REVENUE ACCOUNTS:

None

C. ECONOMIC IMPACT ON THE STATE OR ITS RESIDENTS:

None



D. FISCAL NOTE DETAIL:

Effect of Proposal Fiscal Year
2020 2021 Fiscal Year (Upon
Increase/Decrease |Increase/Decrease Full
{use "-") {use "-") Implementation)
1. Estimated Total Cost | O 0 0
Personal Services 0 0 0
Current Expenses 0 0 0
Repairs and Alterations | ¢ 0 0
Assets 0 0
Other 0 0 0
2. Estimated Total 0 0 0

Revenues

E. EXPLANATION OF ABOVE ESTIMATES (INCLUDING LONG-RANGE EFFECT}):

None

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE AND CORRECT.

Yes

Ryan L Hatfield--By my signature, | certify that | am the person authorized to file legislative rules,
in accordance with West Virginia Code §29A-3-11 and §39A-3-2.
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TITLE 15
LEGISLATIVE RULE
WEST VIRGINIA BOARD OF PHARMACY

SERIES 1
LICENSURE AND PRACTICE OF PHARMACY

§15-1-1. General.

1.1. Scope. -- Licensure and practice of pharmacist care.

1.2. Authority -- W. Va. Code §§ 30-5-7,30-5-14, and 29A-3-15.

1.3. Filing date -- Aprl26-2049
1.4. Effective date -- Apeil262040

1.5. Sunset Provision-- This rule shall terminate and have no further force or effect upon April 26,
2029.

§15-1-2. Definitions.
2.1. The following words and phrases as used in this Rule mean:

2.1.1.  ““Accredited School of Pharmacy” means a school of pharmacy aceredited by the American
Council on Pharmaceutical Education (ACPE), or a recognized school of pharmacy located outside of the
United States or its territories (a foreign school of pharmacy) which pharmacy education is found by the
Board to be equivalent to an ACPE accredited school by a graduate from the foreign school of pharmacy
obtaining a Foreign Pharmacy Graduate Examination Committes Certificate (FPGEC) from the National
Association of Boards of Pharmacy (NABP).

2.1.2. "Act" or "Uniform Controlled Substance Act” means West Virginia Code § 60A-1-1, et seq.

2.1.3. "Administer” means the direct application of a drug to the body of a patient or research
subject by injection, inhalation, ingestion or any other means.

2.1.4. “Automated pharmacy system” means mechanical systems which perform operations or
activities, other than compounding or administration, relative to the storage, packaging, dispensing, or
distribution of medications, and which collect, control, and maintain all transaction mformation.

2.1.5. "Board" means the West Virginia Board of Pharmacy.

2.1.6. “Board authorization” means a license, registration or permit 1ssued under West Virginia
Cade Chapter 30, Article 5, and tlis rule.

2.1.7. "Compounding” means:
2.1.7.a. The preparation, mixing, assembling, packaging, or labeling of a drug or device:

2.1.7.a.1. as the result of a practitioner's prescription drug order or initiative based on the
practitioner/patient/ pharmacist relationship in the course of professional practice for sale or dispensing, or
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2.1.7.a.2. for the purpose of, or as an incident to, research, teaching or chemical analysis
and not for sale or dispensing, and

2.1.7b. The preparation of drugs or devices in anticipation of prescription drug orders based
on routine, regularly observed prescribing patterns.

2.1.8. "Confidential information" means patient-identifiable information maintained by any person
i connection with the practice of pharmacist care in the patient record or which is communicated to the
patient as part of patient counseling, or which is communicated by the patient to the person providing
pharmacist care.

2.1.9. "Controlled Substance™ means a drug, substance, or immediate precursor in Schedule 1
through Schedule V of either the Federal Controlled Substances Act, 21 USC Section 801, et seq., or the
West Virginia Uniform Controlled Substances Act, W. Va. Code § 60A-1-1, et seq.

2.1.10. "Cosmetic" means:

2.1.10.a. articles intended to be rubbed, poured, sprinkled or sprayed on, introduced into, or
otherwise applied to the human body, or any part of the human body for cleansing, beautifying, promoting
attractiveness or temporarily altering the appearance;

2.1.10.b. articles intended for use as a component of those articles, except that the term shall
not include soap; and

2.1.10.c. shall be held to mclude "dentifrice” and “‘toilet articles™

2.1.11. "Deliver" or "delivery" means the actual, constructive or attempted transfer of a drug or
device from one person to another, whether or not for a consideration.

2.1.12. "Device” means an instrument, apparatus, implement or machine, contnivance, implant or
other similar or related article, mcluding any component part or accessory, which is required under federal
law to bear the label, "Caution: Federal or state law requires dispensing by or on the order of a physician”
or the language or symbol as determined by the U. S. Food and Drug Administration.

2.1.13. “Direct supervision’ means that a licensed pharmacist is physically present in the pharmacy
and 1s available to verify the accuracy of a prescription before it is dispensed.

2.1.14. "Dispense” or "dispensing" means the interpretation, evaluation, and implementation of a
prescription drug order, including the preparation, verification and delivery of a drug or device to a patient
or patient's agent in a suitable container appropriately labeled for subsequent administration to, or use by,
a patient.

2.1.15. Distribute” or "Distribution" means to sell, offer to sell, deliver, offer to deliver, broker,
give away, or transfer a drug, whether by passage of title, physical movement, or both. The term does not
melude:

2.1.15.a. To dispense or administer;
2.1.15.b. Delivering or offening to deliver a drug by a common carrier in the usual course of

business as a common carrier; or providing a drug sample to a patient by a practitioner licensed to prescribe
such drug;
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2.1.15.b.1 A health care professional acting at the direction and under the supervision of
a practitioner; or the pharmacy of a hospital or of another health care entity that is acting at the direction of
such a practitioner and that received such sample in accordance with the Prescription Drug Marketing Act
and regulations to administer or dispense;
2.1.15.b.2. Intracompany sales.
2.1.16. “Distributor” means a person licensed as a wholesaler or third-party logistics provider.

2.1.17. "Drug" means:

2.1.17.a. Articles recogmized as drugs by the United States Food and Drug Admimistration, or
in any official compendium, or supplement;

2.1.17.b. An article, designated by the board, for use in the diagnosis, cure, mitigation,
treatment, or prevention of discase in humans or other animals;

2.1.17.c. Articles, other than food, intended to affect the structure or any function of the body
of human or other animals; and

2.1.17.d. Articles intended for use as a component of any articles specified in paragraph
2.1.17.a.,2.1.17.b. or 2.1.17.c. of this subdivision.

2.1.18. "Drug regimen review" includes, but is not limited to, the following activities:
2.1.18.a. Evaluation of the prescription drug orders and, if available, patient records for:
2.1.18.a.1. Known allergics;
2.1.18.a.2. Rational therapy-contraindications;
2.1.18.a.3. Reasonable dose and route of administration; and
2.1.18.a.4. Reasonable directions for use.

2.1.18.b. Evaluation of the prescription drug orders and patient records for duplication of
therapy.

2.1.18.c. Evaluation of the prescription drug for interactions and/or adverse effects which may
include, but are not limited to, any of the following:

2.1.18.c.1. Drug-drug;

2.1.18.c.2. Drug-food,

2.1.18.c.3. Drug-disecase; and
2.1.18.c.4. Adverse drug reactions.

2.1.18.d. Evaluation of the prescription drug orders and if available, patient records for proper
use, including overuse and underuse and optimum therapeutic outcomes.
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2.1.19. "Electronic data intermediary" means an entity that provides the infrastructure to connect
a computer system, hand-held electronic device or other electronic device used by a prescribing practitioner
with a computer system or other electronic device used by a pharmacist to facilitate the secure transmission

of:
2.1.19.a. An electronic prescription order;
2.1.19.b. A refill authonzation request;
2.1.19.c. A communication; or
2.1.19.d. Other patient care nformation.

2.1.20. "E-prescribing" means the transmission, using electronic media, of prescription or
prescription-related information between a practitioner, pharmacist, pharmacy benefit manager or health
plan as defined in 45 CFR §160.103, cither directly or through an clectronic data intermediary. E-
prescribing includes, but is not limited to, two-way transmissions between the point of care and the
pharmacist. E-prescribing may also be referenced by the terms "clectronic prescription” or "electronic
order".

2.1.21. “Inpatient pharmacy" means the arca within a licensed institution; i.¢., a hospital, or other
place where patients stay at least one night, where drugs are stored and dispensed to other arcas of the
mstitution for administration to the patients by other licensed health care providers.

2.1.22. "Inspector” means an agent of the Board, who 1s a licensed pharmacist, appointed by the
Board to conduct periodic inspections of board authorization holders and perform other duties as designated

by the Board.

2.1.23. “Institutional facility” means any organization whose primary purposc is to provide a
physical environment for patients to obtain health care services, including but not limited to a hospital,
convalescent home, nursing home, extended care facility, mental health facility, rehabilitation center,
psychiatric center, developmental disability center, drug abuse treatment center, family planning clinic,
correctional facility, hospice, public health facility, or athletic facility.

2.1.24. “Institutional pharmacy” means that physical portion of an institutional facility that is
engaged in the compounding, dispensing, and distribution of drugs, devices, and other materials vsed in the
diagnosis and treatment of injury, illness, and disease and which holds a pharmacy license from the Board.

2.1.25. "Intern" or “pharmacy intern” means an individual who is currently licensed by the board
to engage in the practice of pharmacist care while under the supervision of a pharmacist.

2.1.26. '"Labeling" means the process of preparing and affixing a label to a drug container
exclusive, however, of a labeling by a manufacturer, packer or distributor of a nonprescription drug or
commercially packaged prescription drug or device.

2.1.27. “Mail order pharmacy” means a pharmacy, regardless of its location, which dispenses
greater than twenty-five percent (25%) prescription drugs via the mail or other delivery services.

2.1.28. "Manufacturer” means any person who 1s engaged m manufacturing, preparing,
propagating, processing, packaging, repackaging or labeling of a prescription drug, whether within or
outside this state.
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2.1.29. "Manufacturing”" means the production, preparation, propagation or processing of a drug
or device, either directly or indirectly, by extraction from substances of natural origin or independently by
means of chemical or biological synthesis and includes any packaging or repackaging of the substance or
substances or labeling or relabeling of its contents and the promotion and marketing of the drugs or devices.
Manufacturing also includes the preparation and promotion of commercially available products from bulk
compounds for resale by pharmacies, practitioners or other persons.

2.1.30. "Nonprescription drug" means a drug which may be sold without a prescription and which
is labeled for use by the consumer in accordance with the requirements of the laws and rules of this state
and the federal government.

2.1.31. “Nuclear pharmacist” means a pharmacist who has been certified in the specialty of nuclear
pharmacy.

2.1.32. "Nuclear pharmacy" means a place where radioactive drugs are prepared and dispensed
and which operates under specialized rules.

2.1.33. "Original License” means a license issued by the Board to an applicant when:
2.1.33.a. the applicant is a new business;
2.1.33.b. the applicant is an established business that is transferred to a successor;

2.1.33.c. the applicant 1s an established business in which fifty percent (50%) ownership or
more 1s transferred to a new owner;

2.1.33.d. the applicant is an established business in which control of pharmaceutical services
is transferred; not including a change in pharmacist-in-charge; or

2.1.33.¢. the applicant is an established business which moves to a new location.

2.1.34. "Outpatient pharmacy" means any pharmacy, apothecary, or place within this state where
drugs are dispensed and sold at retail or displayed for sale at retail and where the practice of pharmacy is
conducted and pharmacist care is provided; and any place outside of this state where drugs are dispensed
and the practice of pharmacy and pharmacist care is provided to residents of this state.

2.1.35. "Over-the counter drug" or "OTC drug” means any drug that is not a prescription drug or
prescription drug.

2.1.36. "Patient counsecling” means the communication by the pharmacist of information, as
prescribed further in the rules of the board, to the patient to improve therapy by aiding in the proper use of
drugs and devices.

2.1.37. "Person" means an individual, corporation, partnership, association or any other legal
entity, including government.

2.1.38. "Person Addicted" means one who has acquired the habit of using alcoholic beverages or
controlled substances or other agents to such an extent as to deprive him or her of reasonable self-control.

2.1.39. "Pharmacist care”" means the provision by a pharmacist of patient care activities, with or
without the dispensing of drugs or devices, intended to achieve outcomes related to the cure or prevention
of a disease, the elimination or reduction of a patient’s symptoms, or the arresting or slowing of a disease

5
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process, and as provided in West Virginia Code § 30-5-10.

2.1.40. "Pharmacist” means an individual currently licensed by this state to engage in the practice
of pharmacist care.

2.1.41. "Pharmacist-in-charge" means a pharmacist currently licensed in this state who:

2.1.41.a. accepts responsibility for the operation of a pharmacy in conformance with all state
and federal laws and rules pertinent to the practice of pharmacist care and the distribution of drugs;

2.1.41.b. has the responsibility for the practice of pharmacist care, as defined in this rule, at the
pharmacy for which he or she 1s pharmacist-in-charge. The pharmacy permit holder has responsibality for
all other functions, administrative and operational, of the pharmacy. The pharmacist-in-charge may advise
the pharmacy permit holder in writing of administrative and operational matters. The pharmacist-in-charge
is not legally responsible if the permit holder does not follow the written advice;

2.1.41.c. works at least 30 hours a week, with the pharmacist-in-charge working at least three
days per week, in that pharmacy, including the use of any accrued annual or sick leave; Provided That, in
any pharmacy which is open on average less than 40 hours per week in a calendar year, he or she must work
in the pharmacy a majority of the hours that the pharmacy 1s open (e.g., if open 20 hours per week, the
pharmacist-in-charge must work 11 hours per week within the pharmacy); and

2.1.41.d. with regard to a pharmacist-in-charge in a Charitable Clinic Pharmacy, this position
may be filled by a committee of up to three (3) pharmacists who accept as a group the responsibilities of
the required pharmacist-in-charge. Further notwithstanding the requirements of subsection ¢, above, with
regard to a Charitable Clinic Pharmacy, if the pharmacy 1s open an average of more than 40 hours per week,
the pharmacist-in-charge or pharmacist-in-charge committee must work at least 8 hours per calendar month;
if the pharmacy is open on average at least 30 and up to 40 hours per week, the pharmacist-in-charge or
pharmacist-in-charge committec must work in the charitable clinic pharmacy at least 6 hours per calendar
month; if the pharmacy is open on average at least 15 and up to 30 hours per week, the pharmacist-in-charge
or pharmacist-in-charge committee must work in the chantable clinic pharmacy at least 4 hours per calendar
month; if the charitable clinic pharmacy is open on average at least 5 and up to 15 hours per week, the
pharmacist-in-charge or pharmacist-in-charge committee must work in the charitable clinic pharmacy at
least 2 hours per calendar month; and, if the charitable clinic pharmacy is open less than 5 hours per week,
the pharmacist-in-charge or pharmacist-in-charge committee must work in the charitable clinic pharmacy
the lesser of 2 hours per month or 50% of the hours the charitable clinic pharmacy is open.

2.1.41.d.1. Charitable Clinic Hours required
Pharmacy hours by PIC
per week per month
More than 40: 8
30 to 40: 6
15 to 30: 4
5to 15: 2
Less than 5: The lesser of 2 or 50% of hours open

2.1.42. "Pharmacy technician" means registered supportive personnel who work under the direct
supervision of a pharmacist, and who have passed an approved training program; Provided That, n a
Charitable Clinic Pharmacy, when no pharmacist 1s on-site, a pharmacy technician may work under the
direct supervision of a prescribing practitioner who is licensed as a prescribing practitioner who is licensed
as such in the State of West Virginia.
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2.1.43. “Pharmacy technician trainee” means registered supportive personnel currently engaged in
a pharmacy technician training program which has been approved by the Board and who is under the direct
supervision of a pharmacist.

2.1.44. "Practitioner” or “preseribing practitioner” means an individual authorized by a jurisdiction
of the United States to prescribe drugs in the course of professional practices, as allowed by law.

2.1.45. "Preceptor” means an individual who is currently licensed as a pharmacist by the board,
meets the qualifications as a preceptor under the rules of the board, and participates in the instructional
traiming of pharmacy interns.

2.1.46. "Prescription drug” means any human drug required by federal law or regulation to be
dispensed only by prescription, including finished dosage forms and active ingredients subject to section
503(b) of the federal food, drug and cosmetic act.

2.1.47. "Prescription” or "Prescription order” means a lawful order from a practitioner for a drug
or device for a specific patient, including orders derived from collaborative pharmacy practice, where a
valid patient-practitioner relationship exists, that is communicated to a pharmacist in a pharmacy.

2.1.48. "President” means the President of the West Virginia Board.

2.1.49. “Refill” means a subsequent dispensing of the medicine ordered by the practitioner in the
original prescription order, based upon the practitioner’s authorization for the subsequent dispensing i that
original preseription order.

2.1.50. “Renewal” means a new prescription drug order for the same medication previously
prescribed for a patient, authorized by the practitioner without change or modification from the original
prescription order after the authorized number of refills of the original prescription order has been

exhausted.

2.1.51. “Sample"” means a package of a prescription drug provided by a manufacturer on the request
of a practitioner or charitable clinic to be given to a patient without charge in accordance with federal law.

2.1.52. “Secretary” means the Secretary of the West Virginia Board.

2.1.53. "Vendor" means a private vendor which produces or supplies official state prescription
paper.

2.1.54. "Vice-President" means the Vice-President of the West Virginia Board.

2.1.55. "West Virginia Official Prescription Paper™ means prescription paper which meets the
following criteria:

2.1.55.a. Prevention of unauthorized copying;
2.1.55.b. Prevention of crasurc or modification; and
2.1.55.c. An ability to prevent counterfeit prescriptions or prescription pads.

2.1.56. "Wholesaler" is a person or entity licensed by the Board to distribute, by sales or otherwise,
prescription drugs to persons other than a consumer or patient.

7
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§ 15-1-3. General Provisions.

3.1. Officers of the Board. — The members of the board shall annually elect as officers of the Board
one (1) member to serve as President of the Board, one (1) to serve as Vice-president and one (1) to serve
as Secretary, all to serve a one (1) year term or until their successors are elected. The election 1s to be held
m June each year.

3.2. Official Seal — The Board hereby reaffirms and readopts, as the official seal of the Board the
following: The outer circle of the seal has inscribed in 1t “West Virginia Board of Pharmacy’; and the inner
circle of the scal consists of a base upon which rests a graduate entwined about which there is an
Aesculapius serpent and holding in balance a set of scales, an impression of which is affixed to it.

3.3. Disposition of moneys; report to auditor. — The Secretary shall receive and account for, all moneys
derived by virtue of the provisions of W.Va. Code §§ 30-1-1 et. seq. and 30-5-1 et. seq., and shall pay such
moneys into the State Treasury monthly on or before the tenth day of each month in which the monies are
received.

3.4. Record of proceedings; registration of applicant; certified copies of records prima facie evidence,
report to governor. — The Secretary of the Board shall keep a record of its proceedings and a register of all
applicants for license or registration, showing for each, the date of his or her application, name, age,
educational and other qualifications, place of residence, whether an examination was required, whether the
applicant was rejected or a certificate of licensure or registration granted, the license or registration number,
if required, and any suspension or revocation of any license or registration. The books and register of the
Board shall be open to public inspection at all reasonable times, and the books and register, or a copy of
any part of them, certified by the Secretary and attested by the seal of the Board, 1s prima facie evidence of
all matters recorded by the Board.

3.5. Roster of licensed or registered persons. — The Secretary shall prepare and maintain a complete
roster of all persons, granted a board authorization, alphabetically and by class or type and by whether
within or without the state.

3.6. Power of Inspection and Investigation — The authorized agents of the Board may inspect and
investigate in a lawful manner and during regular business hours all places or persons holding a board
authorization. The investigation may include, but not be limited to, all inventories, invoices for prescription
drugs, selling prices, and other records required by law, acts of individuals and facilitics, but shall not
extend to financial data or sales data other than shipment data or pricing data; unless the owner, operator or
agent in charge of the controlled premises consents in writing. The board authorization holder shall allow
access to selling prices only when needed for a specific investigation or inquiry by the Board regarding a
particular drug.

3.7. During the course of any inspection or mvestigation by an agent of the Board the agent may
temporarily close any holder of a board authorization upon the discovery of any of the following:

3.7.1. the ability of the pharmacist to practice pharmacist care with reasonable skill, competency,
or safety to the public 1s impaired because the board authonization holder’s cogmtive, nterpersonal, or
psychomotor skills are affected by psychiatric, psychological, or emotional problems, or excessive alcohol
or drug use or addiction; or

3.7.2. the absence of valid board authorization issued by the Board or by the absence of an available
pharmacist to be on duty.

3.8. When a board authorization holder is closed under subsection 3.7.1 of this section they shall remain

8
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closed until an unimpaired pharmacist arrives on the premises or when a board authorization holder is
closed under subsection 3.7.2 of this section, the permittee shall remain closed until a valid permit is
obtained and on display as required by law.

3.9. Agents of the Board when acting in good faith and without malice are immune from mdividual
civil liability while acting within the scope of their duties as such agents of the Board.

§ 15-1-4. Internship Requirements.
4.1. No person may practice as a pharmacy intern without being licensed by the board.
4.2. To be eligible to practice as a pharmacy intern, an applicant must:
4.2.1. make application to the board on a form provided by the Board;
4.2.2. pay the required application fee;
4.2.3. meet all other requirements for licensure; and
4.2.4. complete a criminal history records check as prescribed in § 29.

4.3. A pharmacy intern license expires on the 30" day of June of cach year, and, upon proper
application, may be renewed annually up to four years from the date of issue.

4.4. A legible copy of the original internship certificate of licensure shall be displayed at the place of
mternship.

4.5. The pharmacy intern must have the original with him or her in a readily retrievable location at any
pharmacy or other practice site where he or she is practicing as an intern. An intern shall produce the
original mtern certificate upon request of an appropriate official or agent of the board or proper law
enforcement.

4.6. The Board may certify internship credit for an individual:

4.6.1. When a preceptor holds a current, valid license as a pharmacist from the board and the
pharmacy intern has been issued an intern certificate;

4.6.2. When the pharmacy intern has notified the Board within 10 days of the employment as an
intern;
4.6.3 When the pharmacy intern notifies the Board within 10 days subsequent to termination of any

mternship under a specific preceptor; and

4.6.4 When the internship is certified by the submission of a “Certification by Preceptor as to
Internship” form immecdhately after termination of the internship. Forms are available from the board office.

4.7. No pharmacy intern shall be certified by the Board unless the intern is enrolled in or is a graduate
of an accredited school of pharmacy, or has met the requirements for educational equivalency by obtaining
a Foreign Pharmacy Graduate Examination Committee Certification.

4.8. A pharmacy intern may receive experience credit for any period of time during which he or she is
enrolled in an accredited school of pharmacy and the Board may accept and certify up to 1,500 hours of

9
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mternship credit for interns participating or enrolled in a supervised intemship as part of the school of
pharmacy experiential education curriculum.

4.9. A pharmacy intern shall earn internship hours only for hours obtained in the practice of pharmacist
care in the role of a pharmacist and in a licensed pharmacy. Hours worked in the role of a pharmacy
technician will not be certified or accepted.

4.10. The Board may accept internship hours gained outside West Virginia on a letter of credit or
certification from the Board of Pharmacy of the state in which the pharmacy intern acquired internship
experience or from the recognized school of pharmacy from which the intern acquired internship
experience. Up to one third of the mternship hours may be fulfilled by an mtemnship in a foreign country
cither through an aceredited school of pharmacy experiential education program or as certified on a letter
of credit or certification from the Board of Pharmacy or other regulatory body of the foreign state, province,
or country responsible for regulation of the practice of pharmacy in the foreign location.

§ 15-1-5 Confidential Information.

5.1. Confidential information is privileged and may be released only to the patient or to other members
ofthe health care team and other pharmacists where, in the pharmacist's professional judgment, such release
is necessary to the patient's health and well-being; to health plans, as that term is defined in 45 CFR §
160.103, for payment; to such other persons or governmental agencies authorized by law to receive such
privileged information; as necessary for the limited purpose of peer review and utilization review; and as
authorized by the patient or required by court order. Appropriate disclosure, as permitted by this rule, may
occur by the pharmacist either directly or through an electronic data intermediary.

§ 15-1-6 Transfer of Prescription Drugs.
6.1. No prescription drug may be transferred except by the following methods:
6.1.1. Transfer of drugs without prescription.
6.1.1.a. Prescription drugs without a prescription may be transferred only to a permittee or
practitioner and the transaction shall be recorded and the gross dollar value of the transfers shall not exceed
five percent (5%) of the total prescription drug sales revenue of either the transferor or the transferce
pharmacy during any twelve (12) consecutive month period.
6.1.1.b. The record showing transfers of prescription drugs without a prescription shall contain:
6.1.1.b.1. the name of the drug and its quantity;
6.1.1.b.2. the date of transaction;
6.1.1.b.3. the permittee or practitioner to whom the prescription drug was transferred; and
6.1.1.b.4. the selling price.
6.1.1.c. The record of the transfer shall be kept in the pharmacy and be immediately accessible
within one year from the date of transfer, and available within forty-cight (48) hours if between one year

and five years from the date of transfer.

6.1.1.d. Any pharmacy with transfers of prescription drugs that exceed the five percent
restriction set forth in paragraph 9.6.1.1a of this section shall obtain a permit to be a wholesaler.

10
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Intracompany sales and transfers of drugs by a retail pharmacy to another retail pharmacy to alleviate a
temporary shortage shall not be included in calculation of the drug sales revenue.

6.1.2. Transfer of drugs with a Prescription.

6.1.2.a. Prescription drugs transferred by a practitioner’s prescription order are dispensed. A
prescription shall contain at least the following elements:

6.1.2.a.1. The patient’s name and address and the date the prescription is written,
Provided that, if the prescription is for expedited partner therapy as permitted by West Virginia Code
Chapter 16, Article 4F, then the words “Expedited Partner Therapy” or the designation “EPT” may be
written for the name of the patient;

6.1.2.a.2. The drug’s name and quantity; and

6.1.2.a.3. Dircctions for use.

6.1.2.a.3.A. If the prescription is written on a practitioner’s date prescription blank,
the order shall contain the following:

The practitioner’s printed name, address, professional designation and
practitioner identifier number; and

The practitioner’s signature.

6.1.2.a.3.B. If the prescription is written on an stitutional prescription blank, the
order shall contain the following:

The printed name of the practitioner and DEA number with suffix; and
The practitioner’s signature.
6.1.2.a.3.C. No sticker or other substance shall be allowed to obliterate or cover
any of the information required by this subdivision.

6.2. Samples

6.2.1. Samples are the property of a practitioner and may only be received upon a signed request
from the practitioner to the drug manufacturer.

6.2.2. Samples arc not allowed in a pharmacy except that institutional pharmacies may receive,
store, and dispense prescription drug samples without charge to patients of a practitioner that is affiliated
with the institution, provided that the following requirements met:

6.2.2.a. All prescription drug samples received by the pharmacy are obtained pursuant to a
written, signed request of a licensed practitioner affiliated with that institution. For the purposes of this
subsection “Affiliated” is interpreted to mean that the requesting practitioner treats patients at the facility;

6.2.2.b. the pharmacy retains a copy of all written, signed prescription drug sample requests;

6.2.2.c. prescription drug samples are stored separately from the prescription drug products held
for sale (retail stock),

11
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6.2.2.d. records of prescription drug sample receipt or dispensing are maintained separately from
records of prescription drug products held for sale and sold (retail stock);

6.2.2.¢. arelationship exists between the health care entity and the pharmacy which is evidenced
by a written documentation;

6.2.2 f. prescription drug samples are dispensed by the pharmacy to patients in the manufacturer’s
or distributor’s original packaging; and

6.2.2.g. the pharmacy and its employees do not sell, purchase, or trade or offer to sell, purchase,
or trade any prescription drug sample.

§ 15-1-7. Refilling Prescription Orders.

7.1. A pharmacist may not refill any prescription order containing a drug if the label of the original
container bears the statement, “CAUTION: Federal Law Prohibits Dispensing Without Prescription™, or
“RX Only”, unless the practitioner has authorized the refill by written notation on the original prescription
order. Subsequent refill authorization shall be treated as a new prescription order.

7.2. If a prescription order is refillable, the date of the refill and the hand written nitials of the
pharmacist shall be recorded upon the original written prescription order; if an Automated Data Processing
System is used to document the refill, a daily printout of all prescription orders filled shall be made and
verified and signed by each pharmacist responsible for that day’s work or a log may be kept of each refill
number and this log shall be signed by each pharmacist.

7.3. No prescription order may be refilled after twelve (12) months from the date of issuance by the
practitioner.

7.4. The refilling of prescription orders for controlled substances is limited by provisions of the
Uniform Controlled Substances Act, W. Va. Code § 60A-3-308.

§ 15-1-8. Transferring Prescription Orders Between Pharmacies.

8.1. The pharmacist shall, upon the request of the patient, transfer the prescription information to the
pharmacy designated by the patient.

8.2. The transfer of original prescription order information for the purpose of refilling the prescription
order is permissible between pharmacies if the transfer 1s communicated directly between two pharmacists,
and the following occurs:

8.2.1. The transferrmg pharmacist:

8.2.1.a. Writes the word “VOID” on the face of the original prescription order; for electronic
prescriptions, information that the prescription has been transferred must be added to the prescription
record;

8.2.1.b. Records on the reverse of the original prescription the name, address, and Drug
Enforcement Administration (DEA) registry number of the pharmacy to which the prescription was
transferred and the name of the pharmacist receiving the prescription information; for electronic
prescriptions, information that the prescription has been transferred must be added to the prescription
record; and
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8.2.1.c. Records the date and time of the transfer and his or her first and last name;
8.2.2. The pharmacist receiving the transferred prescription order information:
8.2.2.a. Writes the word “TRANSFER” on the face of the transferred prescription; and
8.2.2.b. Provides all the information required to be on a prescription and includes:
8.2.2.b.1. Date of issuance of the original prescription;
8.2.2.b.2. Number of refills on the original prescription;
8.2.2.b.3. The date the original prescription was dispensed;
8.2.2.b.4. The number of valid refills remaining and date of last refill;

8.2.2b.5. The pharmacy’s name, address, DEA registry number and the original
prescription number from which the prescription was transferred; and

8.2.2.b.6. The first and last name of the transferring pharmacist;

8.2.3. A pharmacist may give a copy of a prescription clearly marked “For Information Only” to a
patient; and

8.2.4. A computer record may be used if it reflects the fact that the original prescription order has
been voided and shall contain all the other information required in this subsection.

8.3. No pharmacy shall refuse to transfer information about a previously dispensed prescription to
another pharmacy when requested by a patient. A pharmacy shall transfer prescription information in
accordance with this rule as soon as possible in order to assure that the patient’s drug therapy is not
mterrupted.

8.4. Information on a prescription is the property of the patient and is intended to authorize the
dispensing of a specific amount of medication for the use by the patient. Pharmacies shall maintain original
and transferred prescription drug orders for a period of five (5) years from the date of the last refill;
maintained on-site for a period of twelve (12) months from last of last refill, and available within 48 hours
of request if date of last refill is between one (1) and five (3) years.

8.5. Pharmacies accessing a common ¢lectronic file or database used to maintain required dispensing
information are not required to transfer prescription drug orders or information for dispensing purposes
between or among pharmacies participating in the same common prescription file. Provided, the common
clectronic file or database shall contain complete records of each prescription drug order and refill
dispensed, and the system shall have the capability at the pharmacy refilling the prescription drug order or
at the pharmacy where the prescription is transferred to generate a hard copy record of each prescription
drug order transferred or accessed for purposes of refilling.

§ 15-1-9. Returning Drugs and Devices.

9.1. No pharmacist or pharmacy shall accept from a patient or other person, except for the purpose of
destruction, any part of any unused prescription drug unless:

9.1.1. The returned drugs are in a manufacturer’s original, sealed and visibly tamperproof
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